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TEQUIN* (gatetoxacin) Tablets Rx only Me.w~ Plasm: 

TEQUIN@ (gatifloxacinj Injection 
TEQUIN@ (gatititoxacin in 5% dextrose) Injection 

tiant Information Included) 
.JJINa is available 8s TEQUIN Tablets for oral administration and TEQUIN lnjwtlon and TEQUIN In]eotlon for 

!ntravenous administration. 
To mduoe the development of drug-reustent baotena and maintain the effeottveness of TEQUIN and other entibao- 
t&l drugs, TEQUIN should be used only to treat or prevent Infeotlons that are pmveo or strongly swpeoted to be 
caused by bacteria. 

DESCRIPTION 
TMUIN oontsns gatifloxacln, a synthetfo broad-spectrum Li-methoxyfluomqut”oolone antibacterial agent for oral or 
&ravenous administration. Chemically. gatifloxaoin is (4 -l-oyclopropyl-6fluoro-1, 4-dihydro+metlwxy-7+ 
methyl-l-p~peraziny~4-oxa-3~qui~l~~a~o~~c acid sesquthydrate. 
The chemical atruoture I$: 

Ftauae 1. 
a Concsntmtion-Time Protilas o: Qatifloxacis Following lntravsnoas (rv) and Oral (PO) 

~dminiatrstion of a Smgta 460 mg Dose to Ha&by Subjaota. 
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Phamaookinetlcs 
The mea” (SD) phannamkinetlo parameters of.fjatlfloxacin following oral admink-tratlon to healthy subjects with 
bacterial infeotlmrj and subjeots wfth renal ln~ufficfenoy ate listed in Table 1. The mea” (SD) phannaooktnetfo para- 
meters of gatlffoxaoin fallowing intrava”ous admfnistration to healthy subjects are listed in Table 2. 
Gatifloxaoin phamwoklnetios are linear and time-independent at doses ranging from 2W to 9W mg admi”Meti 
O’VW a padod of up to 14 days. Steady-state co#oanbatto”s are achieved by the thtrd daffy oral or intravenous dose 
of gatiffoxaoin. The mea” steady-state peak and bough plasma conoentratfons attained foffoting a dosing regime” 
of 466 mg once datly are approximately 4.2 pghre and 0.4 ptg/mJml respaotivaty, for Mal admfnistmtion and 4.6 pg/mL 
and 0.4 p@r&. respeotively, for intravenoos administration. _..I 
Distribution 

Its emp!rical formula Is C,eH~FN,0,*1.5 H,O and fts molecular weight IS 492.42. Gatffloxacin is a sesqtihydrate 
6erun pmtetd binding of gattfloxaoin is approximately 20% in volunteerz and is concentmtton independent. 

crystalline powder and Is whlta to pale yellow in color. It ewts as a racemate, with no “et optI& rotation. Tfw 
Conslstenl wth the low protein binding, conoentratka”s of gdtxacln in saliva were appmximatety equaf to those 

wlubilky of the compound is pH dependent. The maximum aqueous solubiltty (40-60 mgJmL) oooufsat a pH range 
In plasma (mea” [range) wilvaglawa ratio v&O.69 [0.46-X57)). The mea” volwne of distribution of gatlftoxaot” 

Of2109 
at steady-stateed& ranged from 1.6 to 2.0 Lit@. GBtftoxaoln is widely dtstrtbuted throughout the body into many 
b&v t&sues and fluids. Padd distribution of aattftomoin into ttswes results in hioheraakftoxaci” wwntrebons in 

TEOUIN Tablets 
TEQUIN Tablets are available as 200 mg and 4Gl mg white, filmcoated tablets and contain the following lnaokve 
ingredtents: hypromellose. magnesium atearate, methylcellutose, miorocrystafline oellufose. pofyathylene glyool, 
polysorbate 80, simethtcone, sodium staroh glyc&te. sorbic acid, and titanium dltide. 
TEQUIN fnjeotfon for lntravenoue Adminietration 
TEQUtN lnjeotfon is available in 49 mt. (400 mg) single-use vials as a sterile, preservatwr*free aqueous solution of 
gakkoxaoin with pH ranging from 3.5 to 5.6. TEQUIN (gatitloxacin h 5% dextmsa) Injection is also available In ready- 
to-use to0 ml (2W n&t) and 269 mL (400 mg) flextbla bags es a stedte, prewvativ~free aqueoos sofution of 
gatifloxaoin with pti ranging from 3.5 to 55. The appearance of the tntravenous soldon may range from kght yellow 
to greenish-yellow in color. The color does not affeot nor is it fndkxtlve of product etabllfty. 
The intravenous formulation contams dextrces. enhydmus. USP or dextrose. monohydrate. USP and Water for 
tnjeotion. USP and may contain hydroohlonc actd and/or sodiwn hydroxide for pH ad)ustment. 

CUNICAL PHARMACDLDGY 
Gatltloxawn is edtinistered as a raoemate, with the dlspwhon and anttbaote”~ activity of the R- and S- 
enantfomers wtually identical. 
AbSO"ltiO" 
Gatifloxacin IS well abswbed from the gastrointa&ti tract after oral admmistratton and can be gtvenwithobt regard 

d. The absolute broavailabllby of gatifloxacin is 96%. Peak plasma conoentratlons of gatffloxaoin usually ooour 
x)um after oral dosing. 

.A oral and intravenws routes of admmDtmtlon for TEQUIN can be oonsfdered interohangeable, since the phanna- 
cokinetii of gatitloxaoin after l-hour tntravenws admfntstratkx are similar to those obsetved for orally adminis- 
tered gatifloxaoln when equal doses am administered &gum 1) (SW DDSAGE AND ADMfNISTRATfON). 

mo6 target tissues than in’serwn Fable 3). - 
- - 

Table 3: (iatftloxacin Tissue - Fluid/Saturn Ratio (Rang@ 

Tiiua-fluid/ 
fluid or llasua serltm Rem mangel~ 

k3rmchlal muc&a - 
Lung a@thaltal llnlng fluid 
Lung paranchyma 
Sinus mumsa 
Sputum (Multiple dose) 

Skin 
Slain blfatar fluid 

1.65 (i.i2-2.22j 
1.67 (0.61-4.46) 
4.09 (0.50-9.22) 
1.78 (1 .17-2&Q) 
1.28 (0.49-2.38) 

1 .oo (0.50-I .47) 
RapnxJuctiva 

Ejaculate 
Seminal fluid 
vagina 
Cervix 

1.07 (0.861.32) 
1 .Ol (0.61-1.21) 
1.22 (0.57-1.63) 
1 A5 (0.56264) 

0 Mea” of indiidoal ratios colleoted over 24 hours following single (100,150.200,300. or 400 mg) or muitiplt 
(150 or 200 n?g BID) doses of gatifkwacin except for skin blister fluid. where mea” AUC ratio is presentad. 

Table 1: Gatifloxacin Pharmacokinetic Parameters - Oral Administration 

&a., 
T le..” AUC” Ttn Cl/F 

(W kwh/mL) (h) (mUmin] (mZkn) g 

200 - Healthy Volunteers mg 
Single dose (n=12) 2.0 * 0.4 1 .OO (0.50,2.50) 14.2 f 0.4 241 t 40 

400 - Healthy Volunteera mg 
Single dose (n=202)c 3.8 * 1.0 1 .oo (0.60,6.00) 33.0 f 6.2 7.8 * 1.3 2lOa44 151 * 46 
Multiple dose (n=l8) 4.2 SC 1.3 1.50 (0.50,4.00) 34.4 * 5.7 7.1 * 0.6 199+31 159 f 34 

4clomg- Patients with Infection 
Multiple dose (~140)~ 4.2 * 1.9 51.3 + 20.4 147+48 

400 mg - Single Dose Subjects with Renal Insufficiency 
Ct, 50-89 mUmin (n=6) 4.4 * 1.1 1 .13 (0.75‘2.00) 48.0 d 12.7 11.2 * 2.8 148 * 41 124 f 38 
Cl,, 30-49 mL/min (n=8) 5.1 * 1.8 0.75 (0.50.6.00) 74.9 * 12.6 17.2 f 8.5 92*17 67 ct 24 
Cl, <30 mUmin (n=Q) 4.5 * 1.2 1.50 (0.50, 6.00) 149.3 SC 35.6 30.7 * 8.4 46t16 23*13 
Hemodialysis (n=S) 4.7 * 1.0 1 so (1 .oo, 3.00) 180.3 t 34.4 35.7 * 7.0 38 t 8 
CAPD (n=6) 4.7 f 1.3 1.75 (0.50,S.OO) 227.0 i 60.0 40.3 * 8.3 31 tt? 

e Median (Minimum, Maximum) 
b Single dose: AUCf,,), Multiple dose: AUC,,, 
= “~184 for Cl/F, “~134 for Cl”, and “~132 for UR 
d Baaed on the patient population pharmacokfnetic modeling, n=103 for C,,, 
c max: Maximum setum concentration; T,,,& Time to C,,, . AUC: Area under concentration Yeraua time curve: T,,$ Serum half-life: CWF: Apparent total clearance; 
Ct,: Renal clearance; UR: Urinary recovery 

73.8 * 10.9 

72.4 f 18.1 
80.2 * 12.1 

03.7 f 7.6 
71.1 * 17.4 
44.7 * 13.0 

Table 2: Gatifloxacin Pharmacokinetic Parameters - intravenous Administration 

200 - Healthy Volunteers mg 
Single dose (n=12) 
Multiple dose (r1=8)~ 

m9 - Healthy Volunteers 
gle dose (n=30) 

dltiple dose (n=5) 

2.2 * 0.3 1 .OO (0.67,1.50) 15.9 * 2.6 11.1 * 4.1 l.Q+O.l 214 i 36 155 i 32 71.7 * 6.8 
2.4 f 0.4 1.00 (0.67, 1.00) 16.8 * 3.6 12.3 zt 4.6 2.0 * 0.3 207 f 44 155 * 55 72.4 * 16.4 

5.5 * 1.0 1 .oo (0.50, 1 .OO) 35.1 * 6.7 7.4 f 1.6 1.5 * 0.2 196+36 124+41 62.3 f 16.7 
4.6 d 0.6 1 .oo (1 .oo, 1 .OO) 35.4 f 4.6 13.9 j: 3.9 1.6 t 0.5 lQQi24 161 * 43 83.5 * 13.8 

B Median (Minimum, Maximum) 
b Single dose: AUC,,t, Multiple dose: AUC,,, 
c n=7 for Cl” and UR 
C max: Maximum serum concentration; T,,,: Time to C,,,, AUC: Area under concentration varaus time cunre; T,,. . Serum heif-life: Vd,: Volume of distribution; Cb Total clearance; 
Cl”: Renal clearance; UR: Urinary recovery 



Metabolism 
Gatifloxacin undergoes ltmited biotransformation in humans with less than 1% of the dose excreted in the urins 
as ethylenediamine and methylethyienediamine metabolites. 
In viVc studtes wrth 

r” 
hrome 

CYP206. CYP2C9, C 
P450 iecenzymes (CYP) indicate that gatifloxacin does not inhfbf CYP3A4. 

PZC19, or CYPlA2, suggesting that gatifloxacin is unlikely to alter the phannacokinet~cs 
of drugs metabolized by these enzymes (eg, mrdazolam. cyclcsporine, warfarin, theophylline). 

vc studres in animals and humans indrcate that gatiflcxaoin is not an enzyme inducer: thereforei. gatfficxacin 
llikefy to after the metabolic elimination of itself or other ccadmimstered drugs. 

..xetion 
Gahflcxacm is excreted as unchanged drug primarily by the kidney. More than 70% of an administered TEQUIN 
(gatifloxacm) dose was recovered as unchanged dru 
admmistratkon, and 5% was recovered in the faces. e 

in the urine witha 40 hours following oral and fntravenous 
ess than 1% of the dose ls recovered in the urine as two 

metabolites. Crystais of gatlffoxacm have not been observed in tha urine of normal, healthy human subjects 
following adrnimstraticn of intravenous or oral doses up to 800 mg. 
The mean elimination half-life of gatifloxacin ranges from 7 to 14 hours and is independent of dose and route of 
administration. Renal clearance is independent of dose with mean value ranging from 124 to 161 mUmin. Th 
magnftude of this value, coupled with the significant decrease in the afiminatfcn of gatiffcxacin seen with 
concomitant prcbenecid administration. indicates that atiflcxacin undergoes both glcmerufar filtration and 
tubular secretion. Gatiflcxacin may also undergo mmima P brfrary and/or intestinal elimination, since 5% of dose 
was recovered in the feces as unchanged drug. This finding is supported by the $-fold higher corvcentraticn of 
gatifloxacin in the bile compared to the plasma (mean bileplasma ratio [range] 5.34 10.33-14.011. 
Special Poputatfcns 
Patients wth Sactanal lnfe&cns 
The pharrnacokinetics of gatdfoxacin were similar between healthy volunteers and patients with infection, when 
underlying renal function was taken into aoccunt (see Table 1). 

Pediatric 
The pharmacckinetics of gatiffcxacin rn pediatric populations (~16 years of age) have not bean established. 
Gender 
Follcwmg a single oral 400 mg dose of gatiilcxacin in male and female subjsots. there were only modest diier- 
enoes in the pharmacokinetics of gatifloxacin. mainiy confined to alderl subjects. Elderfy fernalas had a 21% 
increase in C and a 33% inorease in AUC compared to elderly ma es. Both results ware accounted for by 7 

P 
ender-raiataaPxdrffarenoes in body weight a&&a not thought to be clinically important. Dosage adjustment of 
EQUIN is not necessary bassd on gender. 

^ *t&s MeNitus 
,oharmacckinetics of gatiffcxacin in pabents wrth type 2 diabetes (non-insulin-dependent diabetes rneflrtus). 

Jwing TEQUIN 400 mg orally for 10 days, were comparable to those In healthy subjects. 
Gluocse Hcmeostasis 
Disturbances of blood glucose, incfudmg s 

There Y 
mptomatic hyper- and poglycemia, have been reported with 

TEQUIN, usually in diabetic patients. ora, careful monitori nf Xfood glucose is recommendad whan 
TEQUIN Is administered to Patients with diabatea (see WARN NGS, PR CAUl’lONS: lnformatfon for 
Patients, and Dnyl Interacttons. and ANIMAL PHARMACOLGGYJ. 

s~ilti~a;;ind~~~~.h:eZfromuleairddayditreatment and throughout the dcsing’pericd)fasting serum glucoaa 
concentrations were increased compared to basalme. The sa’um fuccse concsntrations returned tc baseline m 
most of these uninfected patients by 28 days after the cessation 9, o gatiffcxacin treatment Singts doses of insulin 
were administered to three patients in this study to correct the hyperglycemia during contfnuad gatifloxacin 
administration. 
in two premarketing studies, no cliniol\lly srgnificant changes in glucose tolerance (via measurement of oral 
glucose challenge) and glucose homeostasis (via measurement of fasting serum fucose. sarum insuftn and 
c-peptide) were observed following single or multiple mtravencus infusion doses o 9 200 to 800 mg T’EQUIN in 
healthy volunteers (n-301, or 400 mg oral doses of TEQUIN for 10 days in patients (n=16) w&h type 2 
(non-insulin-dependent) diabetes melktus ccntrcllsd on diet and exercise. Compared to placebo, tmnsient 
modest increases in serum insulin of approximately 2040% and decrsases in glucose concentrakons of 
approximately 30% were noted with the fast dose of mtravencus or oral gatiffcxacin. 
in another premarketmg study, following admmistratron of single orai 400 mg doses of TEOUIN for 10 days in 
patients (n=l6) wrth type 2 drab&es meliiius controlled with gh/buride. decmases in serum s&in concentra- 
tions of appmxrmately 30-4096, as compared to placebo, were noted fcllowrng orai glucose ohalta 
these decreases were not accompanied by stat&caky srgnifioant changes in serum glucose levels. “9 

8; hoWaver, 
nthis study, 

modest illcreases in fasting glucose (average increases of 46 mg/dL) were also noted by day 4 of ccntinued 
gatfffcxacm administration, although these changes drd not reach statisbcal signilicance. 
Phctosensttfffty Potential 
In a study of the skin response to ultraviolet and visible radiation conducted in 46 healthy, male Caucasian 
volunteers (12 per group), the minimum erythematous dose was measured for ciprofioxacin (500 mg BID), 
lomeflcxacin (400 mg QD), gatificxacrn (400 mg CID). and placebo before and after drug adrninistratfcn for 7 
days. In this study, gatfflcxacin was comparable to placebo at all wavelengths tested and had a lower pctentiSl 
for producing delayed photosensitivity skin reactions than ciprcffoxacin or lornefloxacin. 
Electrocardiogram 
In premarketing studies of volunteer subjects with pre- and post-dose ECGs obtained in 55 ride VCiUntWS 
receiving oral or IV TEQUIN doses of 200 to 6M) mg. the mean change in the poet-dose OTC interval was $0 
msec and there ware no subjects with prolonged post-dose OTC krtervafs of >450 mseo. in a 
study of 34 healthy male and female volunteers receiving sin le oral doses of TEQUIN 4LXT, 600, an 

7, 
P 1200r$?~gd 

placebo, an association between increases in post-doss Q c Interval changes from baseline and increases in 
gatifloxacin plasma concentration. were observed. At the therapeutic dose of 40&i mg, the meanchange In the 
post-dose QTc interval from baseiffe was cl0 msec. There were no subkects with prcbnged post-dose QTc 
intervals of a450 msec for males and 970 mseo for females. 
In a stmarketrng clinical t&d of 262 patients with respiratory tract infections receivhg n?paated 400 mg Omf doses 
of 1 P QUIN who were studied with pre- and post-dose ECGs, the mean change in the postdoss QTc InterYaf Was 

ec following the first 400 mg dose. In another postmarketing study of patients, wfth an acute Comnary s 
occurring within 4 weeks prior to TEQUIN administratron, pre and post-dose ECGS were Obta kwJ% 

,nts who were administered TEQUIN 400 mg orally after single (n=372) and repeated (steady state: n=361 
smg. The mean changes in the post-dose QTc interval in thess patients were d0 msac after both single and 

&x&d dosing. 
There 1s limited information available on the potential for a pharmacodynamic interactron in humpns between 
gatiflcxacin and drugs that protang the QTc interval of an electrccardicgram. Therefore, atiffoxaoln should not 
ptig$l#ith Class IA and Class Ill anbarrhythmrcs (see WARNINQS and PRECAMTI 9, NS: MfcWtatiMl for 

E?r$?ay signifffnt changes in spimmetry were observed foflcwin 
600 mg, and 600 mg intravanous infusion doses of TEQUIN (gatiflcxacin .3 

single or mulhple 200 mg, 400 mg, 
in healthy volunteers. 

Drug-Drug interactions 
Systemic exposure to TEQUIN is increased folkiwing concomitant administration of TEQUIN and probenecfd, 
and is reduced bv concomitant administratMnof TEPUIN and ferrous sulfate or antacids contelnina aluminum 
or magnesium e&s. TEQUIN can be administered 4 hours before the admlnistratlon of dietary s;ipplements 
containing zmc, magnesium, or iron such as muftiykamins). 

Probened& Ccncomftant I. adm mstratlonof TEQUIN (smgie oral 2W mg dose) wrth prcbenscid (500 mg 
8fD x 1 day) rasufted in a 42% fnoreaae fn AUC and a 44% longer half-life of gatiffoxacln. 
iron: When TEQUIN (tingle oral 400 mg dose) was administered concomitantly wfth ferrous suif~si~il$ 
oral 325 mg dose), bioavaifabiiky of gatffoxaoin was reduced (54% redtfotff in mean C 
reduoticn tn mean AU@. Admhfstration of?EQtJfN (single oral 4W mg dose) 2 hours after or fiurs before 
ferrous sulfate (single oral 325 mg doss) t&i not skjnifiintiy altef the oral bioavailebifii of gatiixacin (sas 
DOSAQ8 AND ADMINISTRATION). 
Aataddsz When TEQUIN (single oral 40@ mg dose) was administered 2 hours before, concomitantly, or 
2 hours after an duminutimagnesiumc@acfing antacid (16BI m  of aluminum oxide and 1200 mg of 
magnesium hydroxidesingfeoraldose),therewasa15%, 6S%, and4 %reduotibninC,anda 17%,64%. 9 
and 40% reduction in AUC of gatiffoxaoin, m8p~atiiely. An aluminum/magnesium-ccntarnmg antacid did not 
have a dinicaffy significant effect when administered 4 hours after 
gatlfloxaofn administration (smgie 
Milk, Calcium, and Calcium-contaffn$ 

GE AND ADMINISTRATIONJ. 
aoids: No significant pharmaockinetic intaractkons occur 

when milk or calcium carbonateki adminfatamd mncomitantfy with TEQUIN. Concomitant administration 
of 2W mL of milk or 1000 mg of calcium carbonate with TEQUIN (200 mg gatlfioxaoin dose for the milk 
study and 400 mg gatlffoxacfn dose for the calcium carbonate study) had no signifcant effect on the phar- 
maocklnetics of gdtiffoxacin. TEQUIN canbe adminbtered 4 hoursbefore the administration of dietary sup- 
plements containing zinc, magnesium, or Iron (such as muitivitamins). 

of gatiflcxacin was not altered by digoxin. 
No significant pharmacckinetic interactions cccur when cimetfdine. midazolarn, thecphyfline, warfarfn. or 
glybunde is administered ocncomitantly with TEQUIN. These results and the data from I” ntm studies suggest 
that gatiffoxacin is unfikely to signifcantly after the metabolic olearance of drugs metabokzed by CYP3A, 
CYPIA2, CYPZCS, CYP2C19, and CYP2D6 iscenzymee. 

Cimetfdffe: Administration cfTEQtJiN (single oral doss of 200 mg) 1 hour affercimetidine (single oral dose 
of 200 mg) had no significant affect on the phsrmacokinatii of gatiiloxacm. These results suggest that 
absorption of 
Mlderofam: T 1 

atifioxaoin rs expected to be unaffectedby &-receptor antagonists like oimetidine. 
WIN administration hadno aigmftoant effect on the systemic clearance of intravenous 

midazcfam. A single intravenous dose of midaacfam (0.0145 rng& ) 
macckinetics of gatifloxacin (once daily oral doses of 400 mg for d 

had no effect on the steady-stats phar- 
days). These results areconsistent w&h 

the lack of effect of TEQUIN in in wtrc studies with the human CYP3A4 iscenayme. 
Theophyfffna: Ccnocmitant administration of TEQUIN (once daily oral doses of 400 mg for 5 days) and 

line (360 mg BID oral dose for 10 days) had no signrfioant effect on the pharmacokinelics of either 
sse rasuits are consistent with the lack of effect of TEQUIN in in vitm studies with the human 

Wart&n: Concomitant administration of TEQUIN (once daily oral doses of 400 mg for 1 I days) and warfann 
(single oral dcse of 25 mg) had nc signif&ant effect on the pharmacokinetics of either drug nor was the 
prothrcmbfn time signiftiantly altered. These msuits are consistent with the lack of effect of TEQUIN in 
in vitro studies with the human CYl)zC@, CYP1A2, CYP3A4 and CYPPCl9 isoenzymes (see 
PRECAUTIONS: Drug Itieractfone)~ 
Glyburide: Pharmaood namio changes in glucose homecstasis were scan wrth concomitant 
admintstration of TEWI x (onoe da’ky oral doses of 400 mg for 10 days) and gl buride (staady-state cnoe 
daily regimen) in patients with type 2 diabstea mallitus. This was not asscciat el with significant effects on 
the pharmacokmetic diiition of either drug. These latter results are consistent with the lack of affect of 
TEQUIN in in vitrc studies with the human CYP3A4 iscenzyme (see CLINICAL PHARMAGGLGGW 
Qiuccme Homecstwfa and WARNfNGS), 

Microbiology 
Gatiffoxacin is an 6~methoxyfluoroqurnofcne v&h in vitro activity against a wide range of gram-negative and 
gram-positive microorganisms. The antibacterfal aotffn of gatlflcxacm results from inhibition of DNAgyrase and 
tcpoiaomerasa IV. DNA gyrase is an esaentfal enzyme that is involved in the replication, transcriptron and repair 
of bacterial DNA. Topcfscmerase IV Is an enzyme known to play a kay rcfa in the partitioning of the chrcmosc- 
maf DNA during bacterial cell division. it appears thst the Cd-methoxy moiaty contributes to enhanced activity 
and lower sekaotron of resBtant mutants of gram-posrhva bacteria compared to the non-methoxy C-6 moiety. 
The mechanism of action of flucrcquinolones including gatiffoxacin rs different from that of penicillins, 
cephalospcrins, aminoglycoskles, macrofidea, and tetracyclines. Therefore. ffuorcquincfones ma be active 
against pat 

2 
ens that are resistant to these antibiotics. There is no cross-resietance between gab oxacin and 37 

the mention ciassao of antibiotics. 
From in vibo synergy tests, gatiilcxacin, as with other fluorcquinoiones. is antagonistic wth nfampin against 
enterccocci. 
Resistance to gatff!cxacin in vitro developsskrwiy vfa multiple-step mutations. Resistance to gatiflcxacin in vifm 
cccuro at a general frequency of bat&en t x lg to lUe. Atthough cross-resfstance has been observed 
behveen gatfflcxacln and scma other ffuorcqulncfones, some microorganisms resistant to other fluorc- 
qulnolcnes may be susceptible to ga5ffoxacin. 
Gatifioxacin has been shown to be a&e against most strains of the following microorganisms, both in vitm and 
in cfmioal infections as described in the INDIGATIGNS AND USAGE section: 
Aerobic gram-Positive micmcrganisms 

Stsphy/occccus aureus (mathiciliin-suscspt@fe strains only) Streptococcus pneumcniae (inoludmg multidrug-rasistant strains [MDRSPIF 
Stm&2occus pycgenes 

‘Multidrug-resistant Streptococcus pneumcnyte (MDRSP) includes rscfates previously known as PRSP (peni- 
cillin-reslstant Streptococcus pneumcniae) and are strains resistant to two or mars of the following ankbiotics: 
penicillin (MIC 2 2 pg/mL), p generation cephafosporins (sg. cefurcxims). macrolides. tetracyclines, and 
trimethoprlm/suffamethcxazcle. 
Aervrv,~wt&-newtwe mkmcfganisms Other mbrcorganisms 

Chlamvdia pneumonke 
HaemcphlJus mffuenzae Leg&e/la &raumophila 
Hsemcchilusoaminfluenzae Mvccciasma cneumonme . 
Kiebskdla pnevmcniee 
MoraXela cacanfielis 
Nemeria gc¶onhoeae 
Pmteus mintbilis 

. . . The following in vitm data are available, buttheir 
Gatlffoxacin exhibits in vitro minimum mhibffo& concentrations (Ml&r) of D Pg/mL against most f&90%) strains 
of the following miorcorganfsms; however, the safety and effectfveness of gatffcxacin in treating clinical 
infections due to these microorganisms have not been established in adequateand weff-controifed clinical trials. 
Aerobic gram-pcsitiva mftmorgenbms 

Staphylococcus epidem?idis 
(msthiciflln-susceptlMe strains only) 

Staphylococcus aeproph 
r”” Strq&ccccus (Group C  UJFI 

Streptococcus agalactiae 
Streptococcus fvirfdans group) 

Aerobic gram-negative micrwganisms 
Acinetobacter hvcffii 
CitmbacW fmundii 
Citmbacterkoseti 
Entembscteraemge 
Entembacter clcacae 
KM&/la cxytcca 
MmfprelJa morgani, 
Pmteus vulgetls 

Anaembic micrccrganisms 
feptcstreptcccccvs species 



NOTE: The ackvity of gatdloxacin against 7faponem.s pafkdum has not bean evaluated; however, other 
quinolcnes are not active against Tmponema pallidurn (see WARNINGS).  
NOTE: Extended-spectrum p-lactamase producing gram-negative mioroorganisms may have reduced suscep- 
ttbiri to quinolones. 

tion techniques: Quantitative methods are used to determine antimicrobial minimum inhtbiry ooncsntra- 
(MICs). These MlCs provide estimates of the susceptibikty of becterla to antimicrobiai compounds. The 
should be detsrmmed usmg a standardized prcoedure. Standardized prooadures are bassd on a dilution 

nod’ (broth or agar) or equivalent with standardized inoculum concantratlonssnd standardized concentra- 
eons of gatifloxacin powder. The MIC values should bs interpreted according to the following oriteris: 
For testing Entembactedaceaa and Staphylococcus species: 

Suscepbble (S 
lntensdiats (l 1 
Resistant (A) 

For testtng Haemoph~lus influenzae and Haemophilus parainffuenzae’: 

sl.0 Susceptible (S) 
“This Interpretive standard is applicable only to broth microdilution susceptibtlity tests with Haemophilus 
mffuerzse and Haemophifus parsinffueezae usrng Haemophilus Test Medium (HTM).’ 
The current absence of data on resistant strains precludes definin 
yreldin 

3, 
MIC results suggestive of a “nonsusceptible” category s %o 

any results other than “Susceptible”. Strains 
uld be submitted to a reference laboratory 

for furt sr testing. 
For testing StmpYococcus pneumoniaeb: 

%  
Susceptible (9) 
Intermediate (I) 

240 Resistant(R) 
For teshng Streptococcus species other than Streptococcus pneumoniae? 

““4:: 
X8.0 Resrstant Al 

tThsseynterpretive standards are applicable only to broth mictodilution susceptibffity tests using cation- adjust- 
ed Mueller-Hinton broth with 2-596 lysed horse blood. 
For testing Neissetia gonorrhoeee’: 

<;:;;5 Susceptible (6) 
lntermedmts (I) 

20.5 Rssistant (R) 
‘These Interpretive standards are applicable to agar dilution tests wdh GC agsr base and 1% deiined growth 
supplement. 

ardusd SW tibility test procedures requrre the use of laboratory control microorganisms to control the TEQUIN is oontraindicatsd in parsons with a histmy of hypersensitivity to gattfloxacin or any member of the 
‘cal asp&s o the laboratory proceduras. Standard gatifloxadn powder should provide the following MIG “p quinolone class of antimiorobial agents. 

Entarococcus faecahs ATCC 29212 
kchedchra co/i ATCC 25922 
Haemophiius in&enzae ATCC 49247d 
Neisseria gonorrhoeae ATCC 49226” 
Pseudomonas aeruginosa ATCC 27653 
Stephylococws ewws ATCC 29213 
Streptococcus pneumoniae ATCC 49619‘ 
“This qualky control range is applicable to only H. inffuenzae ATCC 49247 tested by a broth micmdluhon pm- 
cedure using HTM.’ 
“Thus quality control range is applicable to only N. gonornfoese ATCC 49226 tested by an agsr dilution proce 
dure using GC agar base with 1% defined growth supplement.’ 
‘This quality control ran e IS applicable to only S. pneunwniae ATCC 49619 tested by a microdilution procedure 
using cation-adjusted hf ueller-Hinton broth with 2-5% lysed horse blood.’ 
Dfffusron techniques: Quanhtative methods that requrre measurement of zone diameters also provide repro- 
ducible estimates of the susceptibility of bacteria to antimicrobial compounds. One such standardized proce- 
dure’ requires the use of standardized inoculum concentrations. This pmcsdure uses paper disks impregnated 
with 5 pg gatiflaxacin to test the susceptibility of microorganisms to gatifloxa&t. 
Rsports-from the laboratory provrding results of the standard single-disk susceptibilii test wkh a 5 pg 
gatifloxacin disk should be interpreted according to the following oriteria: 
The followrng zone dramsher interpretive criteria should be used for testtng Et?fembecteriacese and 
Staphylococcus species: 

2.18 Susceptible (S) 
15-17 Intennediite (I) 

514 Resistant(R) 

For teshng Haemophifus influenzee and Haemophks parainfluenzae? 

218 Susceptible (S) 
‘This zone diameter standard s appltcable only to tests wrth Haemophilus mfluenzae and Haamophilus parain- 
f luemae usmg Haemoph~lus Test M&urn (HTM)? 
The current absence of data on resistant strains precludes defining any results other than “Susceptible”. Strains 
yielding MIC results suggsshve of a ‘nonsusceptible” category should be submitted to a reference laboratory 
for further teshng. 
For testing Streptococcus pneumonia@: 

2.21 Susceptible (S) 
16.20 Intermediate (I) 

St7 Resistant (R) 
For testing Streptococcus species other than Streptococcus pnevmomae? 

218 Susceptible(S) 
Intermediate (5 

a’ 114 Resistant (R) 
ass zone diameter standards only apply to tests performed using MusllenHinton agar suppiernented wrth 

oti sheep blood incubated in 5% COs.2 
For testing Neisssns gonorrhoeae’: 

‘These interpretivestandards are applicable ta disk diffusion tests with QC agar base and 1% defined growth 
supplement inoubated in 5% COs 
Interpretation should be as stated above for rssults using dilution tachniquss. Interpretation involves correlation 
of the diameter obtained in the disk tast with the MIC for gatiffoxaoinr 
As with standardized dilutlnteohniquss. methods requirethe use of laboram control microorganisms that are 
used to control the teohnlcal aspects of the‘ laboratory procedures. For the diffusion technique, the 5 ug 
gatlfloxacin disk should provide the foilowtng ?one diameter in these laboratory qualitycontrof strsns: 

Eschedkhia co!i ATCC 25922 30-37 
Haemophilus influaruaa ATCC 49247’ 33.41 
Neissene gononhoeae ATCC 49226” 45.66 
Pseudomoi~s aenw~lno~e ATCC 27653 20.26 
Sfephyfococous sureus ATCC 25923 27-33 
Sfmrocwcus meumoniae ATCC 48619 24.31 
‘This quafity control range applies to tests conduotsd with HaemopRilus inffuenrae ATCC 49247 ushg 
Haemophiurs Teat Medium (HTM).’ 
*This quality control range is only applicable tdtssta conducted with N. porrhoese ATCC 49226 performed by 
disk diifusion using GC agar bass and 1% defined growth supplement. 
“lhis qualii control range is applicable only tots& conducted with S. pneumoniae ATCC 49619 performed by 
diskdtffusion using Mueller-Hdon agar supplarnented with 5% defibrinatsd sheep blood. 

INDICATIONS AND USAGE 
TEOUIN (gatiftoxaoln) is indicated for the treatment of fnfections due to susceptible shams of the desrgnatsd 
microorganisms in the conditions listed bebw?&e DOSAGE AND ADMINISTRATIONI. 
Acute bacterIaI exacarbation of chronic brwmhftis due to Streptococcus pneumoniee, Hsemophilus mffuen- 
rae- Haamopln%s parainfluenres, AAomxet/.s o@wha@s, or Staphylococcus aumua. 
Acute MMis,due to Streptococcus pnaumunkrff or ffsemophifus influenure. 
Communftwcquired pneumonia due to Sfe?#ecocws pnaumoniae (including multidrug-resfstant Warns 

L 
MDRSP]Y, Heemophilus fnffusnzae, HawnophNus &W’&emae, Moraxatla catark&, Staphylococcus aumus, 

ycopksms pmwmonme, Chkmydia ptjeumoniaex or Legion& pneumophila. (Sea CllnicalSWdiee.) 
Uncomplicated skin and skin sttwtwe inf~otions (Le., simple abscesses, funmoles, folficulitis. wound 
infeot!xma, and cellulltis) due to Sfsphyfococ$~ auraus (methicillin-susceptible strains only) or Shepfccocous 
PYogmes. 
NOTE: An insuffic+ent number of patients with the diinosrs of impetiginous lesions were available for evalustron. 
Unoompficated urinary tract fnfeotlons @y&ii) due to Escberfchia co/i, Klebsieffa prwmoniae, or proteus 
mimb!lk. 
Complloated urinary tract lnfectkma due to &&oherichia co/i, K/&sieNa pneumomae, or Proteus mrrabitis. 
Pvelonedritts due to Escberichia cd. . 
Unoomptloated tmtl-iral and cetvk?&gon~ due to New& owrrhoaae. Acute, uncomplioatad rectal 
infections in women due to Neisserie gono&eae (see VfARNtN&. 

‘Multidrug-resistant Stmptococcua pneumoniae (MDRSP) includes isolates previoosl known as PRSP 
(penloillin-rest&ant Streptococcus ppeumoh)ae), and are strains resistant to two or mom o Y the following antibi- 
atics: penicillin MIC 2 2 pgAnL), 2” generation cephalospoftne (eg. oefuroxime), macrolides. tetracyolines, and 

J trimethoprimls famethoxazole. 

OONTRAlNDlCATlONS 

WARNINGS 

OTC Interval Prolongation 
Gatifloxacln has the potential to prolong the GTo interval of the electrocardogram in some patients. OTC pro- 
lonaation rhay lead to an increased risk for ventricular arrhythmias fncluding torsades de pointes, Rare cases of 
torradea de point@9 have bean spontaneously reported during postmark&g sulveillan& in pattents receiving 
quinolonss, in&ding gatiffoxacin. Neari a9 of these rare casks were associated v&hone or more of the fol- 
lowing faotorsz age over 60, female g em-K er, underlying oardiacdiiease, and/or use of muihple medications. No 
cardiovaecuiar morbidii or m~llty athibutabh $QTc prolongation has oocurrsd in ovar 44,000 patientstrsat- 
ed with gatifloxaoin in olfnioal trials: these in&de 118 patients concurrentiy receiving drugs known to prolong 
the QTc intarval and 138 patients known to ha@ uncorrected hypokalemia (EGG monitoring waenot performed). 
Gatifkmacln shwld be avoided in patients wtth.krown prolongation of the QTo interval, patients with uncorreot& 
hypokalemia, and patients receivi 
rhythmic agents. (See CLiNICAl P ?I 

class IA (quinidme, pmcainamids), or class Ill (amlodarone. sotalol) antiar- 
ARMACOLOGYz Eleotrocardio$remJ 

Phwmawkinetio and &‘mrrnacodynamic studies between gatlfioxaoin and drugs that prolong the QTo 
interval such as cisaprtde, etythro 
formed. Gatitloxacin should be usa 

cln, antipsyohotios, and tricyctlc antidepressants have not bean per- 
with caution when aiven c~~~rrentlv with these druas. as weil as in 

patients tih ongoing proanhythmlc conditions, such as &tlcally signiRc&t bradyoardls o~acute rnyooar- 
dial ischernia. 
The ma nude of OTC prolongation Increasaa with increasing concentrations of the drug (SeeCLINICAL 
PHAldACOLOGY: Eleotrownliogram): therefore, the recommendad dose and the reoomwnded 
intravenous Infusion rata should not be f&e&led (sea DOSAGE AND ADMlNlSlRATfON for dosing 
recommendations for pattents with or withti renal imPakmsnt). 
Disturbsnoes in Bfood Glucose 
Disturbances of Mo+ glucose, inoludlng symptcmahc hyper- and h have been refmrtsd with 
TEQUIN, u+afly in diabetic patlents. Ttteref@,4+e. oar&i monitoring r”9 

lyoemia, 
o Mood glucose lsrecommended when 

TEQUIN is administered to patients whh dktbates (see CUNICAL PHARMACOLOGY,  PREOAUTfONS: 
lnformatfon for patients and Dnm Interactloos. and AfWAL PkfARMACOLOG‘Y). 
Studies oonducted in non-infected~patients?witb 2 diabetes rnellltus oontroiled on oral hypogtyoernic 
agents have demonstreted that TECWlN,,(gaU oxaoln) is associated with disturbances ln glucose v 
horneostaals lncludlng an Increase tn sarum insulin and deorease In serum gluwsa usually following 
administration of inltiai doses (Le., fkat 2 days of treatmant), and sometimes aasociaksd with 6 mptomatlc 
hypoglycemia. Inoreases in fasting serum ~gluoose -were also observed, usually after the L ni day of 
TEQUIN administratton, continuing thmughout the d.urahon of treatmsnt, and returning to baseline by 26 
davs after the cessation of aatlfloxacin traatnient In most Det~ents. 

related decrease in renai function, underlying 
tions assooiated with hyperglycemia may beat partloular rtek for serious hyperglycemia. 
The dow of TEQUlN should be adjusted baaed on underl 
ISTRATION). When TEQUIN is used in dlabettc pattents, 

renai function (see DOSAGE AND ADMIN- 



Tendon Effects 
Ruptures of the shoulder, hand, and Achilles tendon or other tendons that required SU@CS~ repair or “3sulted 
in prolonged disability have been reported in patlsnts receiving quinolones, including gatlfmxaci”. 
Postmarketing surveillance reports Indicate that this risk may be increased in patients receiving CdItMmi- 
tant corticosteroids, especially the elderly. Gatifloxacin should be discontinued if the patlmtt experienCeS 
pm”, mflamntation, or ruptw of a tendon. Patients should rest and refrain from exa~ea until the diagna- 

f tendonitis or tendon rupture has bee” excluded. Tendon rupture can occur during or after therapy 
I_’ quindcnes, mcluding gatifloxacm. 

,,dre cases of sensory or sensonnxotor axonal polyneuro 
in paresthesms, hypoestheslas, dysesthesms and R 

athy affectmg small and/or large axons reauklng 
wea ne9s have been repmted In patients receiving 

Other 
A9 with other members of the quinolone class, gabtfoxacm ha9 caused arthmpath and/or chondrodysplasia in 
immature do 9. The relevance of these finding9 to the cknical u9e of gatifloxac 
FHARMACdOGYl.  

t. 19 unknown (see ANIMAL 

Convulsions, increased intracranial pressure, and psychosis have bee” reported m  patient9 receiving 
qumolones. Quinolones may also cause central nervous system (CNS) stimulation, which may lead to trentors, 
restlessness, l ightheadedness. confusion, hallucinations, paranoia, depression. nightmares and insomnia. These 
reactions may occur fol lowmg the first dose, Ii these reactions occur in patient9 receivin 
should be dtscontinuad and appropriate measures instituted (see ADVBRSE REACTlO r? 

gatifloxacin, the drug 
S). 

As with other quinolones, TEQUIN should be used with caution in patients with known or suspected CNS 
disorders. such as sever9 cerebral atherosclerosis, epilepsy, and other factors that predispose to 9eizures. 
Serious and occasionally fatal hy lactic reactions have bee” reported in patients 
reoeivmg therapy with quinolones. %  

emensitivity and/or anaph 
8s~ reactlow may oocw ol lowmg the first dose. Some reactions have been r 

accompanied by cardiovascular colkpse, h potension/shock, seizure, 106s of consdjousness, tin ling, angloede 
ma (including to” 

L 
ue, laryngeal. throat or aoal edema/swellmg), airway obstructron (including Y. (b ronchospasm, 

shortness of brea , and acute respiratory distress), dyspnea, urkcaria. itching and other 9anous skh mactians. 
TEQUIN (gatifloxacin) should be discontinued at the first appearance of a skin rash or a” other sign of 
hypemenativrty. Serious acute hypersensitivity reactions may require treatment ,with epmep 8. nne and other 
resuscitative measures, including oxygen, intravenous fluids. antihietammea, corhcostermds, pressor amrnes, 
and airway management, a9 dintcally indicated (see PRECAUTIONS).  
Serious and sometimes fatal events, some due to hypersensitivity and some due to uncertain etiology, have 
been reported in patients receiving antibacterial therapy. These events may be severe and generally occur fol- 
lowing the administration of multiple doses. Clinical manifestations may include one or more of the followin : 
fever, rash or severe demtatolcgic reactions (eg,, toxic epidennal necrqlysis, Ste,vens-Johnson syndr?me , 3. 
vasculitis, arthralgia. myalgia, serum sickness: allergtc pneumonitll, interstmal nephrihs; a@ renallae$ic@ncy 
or failure; hepat”“. jaundice, acute hepatii “emoars or failure; anemia, including hemolytrc and apfashc: throm 
bocytopenia. including thmmbotic thmmbocytopenic purpura: leukopenia: agranulocyto9is; ps”Cytope”ia: 
and/or other hematologlc abnonnakties. 
Pseudomembranous coliti has bee” reported with “earty all antibacterial agrnte, inckidin TEQUIN, and 
may range in seventy from mild to Me-threatening. It is important, therefore, to consider tit 8, diagnosis in 
patients who present with diirfhea subsequent to the administration of any antibacterbtf agent. 
Treatment with antibacterial a 
indmate that a toxin produce B 

ants aiterj the flora of the colon and may permit overgrowth of clostridia. Studies 
by Closhfdrum difficiile is the prtmary csu98 of “antibIOtiC-S9sOQiated colitis.” 

After the diagnosis of pssudomsmbranous colitis has been established, therapeutic measure-9 should be 
inrtiated. Mild cases of pseudomembranous colitis usually respond to drug d&continuation alone. In moderate 
to 8svsrs cases, consideration should be give” to management with fluids and ele+troiytes, protein supplsmen- 
tatron, and treatment with a” antibacterial drug clinically effective against C. dMci/e colitis. 
Gatifloxacin ha9 not been shown to be effective I” the treatment of syphilis. Antimicrobial a ents used in hi 
doses for short periods of t ime to treat gonorrhea may mask or delay the symptmns of incu %a 

h 

patient9 with gonorrhea should have a serologic test for syphila at the time of diagnosis. 
tmg syphilis. XII 

PRECAUTIONS 
General 
Prescttbing TEQUIN I” the absence of proven or stroagly suspecte$J bacterial miection or a proph$actic 

t$n IS unkkely to pmwde benefrt to the pakent and mcrea9e9 the nsk of the development of drug-resrstant 

,olones may cau9e central nervou9 system (CNS) events includmg ne~ou9ne9s, agrtation, insomnia, anxi- 
ety, nightmares. or paranoia (see WARNINGS and PRECAUTIONS: Information for Pstients). 
Administer gatrfloxacin with cautron in the presence of renal insufficiency. Careful dinical ObWfVatlMI and $ppro- 
priate laboratory studies should be performed prior to and during therapy since ettmination of gatifloxacln may 
be reduced. In patients with im 
regime” is necessary to aver ,s 

aired renal fun&on (creatinine clearame ~40 mUmi”). adjustment of thedose e 
the accumulation of gatrfloxacin due to decreased clearance (see CLiNlC WL 

PHARMACOLOGY and DOSAGE AND ADMINISTRATIONI. 
Because a hypotonic solutii” results, Water for tnjectron should not be used a9 a dilu9nt when preparing a 2 mg/mL 
s~lutron from the concentratd solution of gatffloxacrn [lo mg/mL) (see DOSAGE AND ADMINISTRATION). 
LMurbances al blood glucose homeostasrs have been reported durin the 
(see CLINICAL PHARMACQLQGY,  WARNINGS, and ANIMAL PHARMAC 

8 #wtmartWng Period 
LOG 

When rats were given oral doses of 200 m&kg 6f gatifloxaon beginning in late pregnancy and continuing 
throughout lactatron, late p&implantation loss increased, as did neonatal and pennatal mortalitis9. The99 
obsatvations also suggest fetotouoity. Similar findings have been se90 with other quinolones. 
Because there are no adequate and well-contrblted studies in pm nant women. TEQUIN should be used during 
pregnancy only if the potential benef” outweighs the potential “9 ,a to the fetus. Information for Patients (See Patient Information Section.) 

To 9ssure safe and effective USB of TEQUIN. the followma information and instructions should be communicated 
to the patient when appropriate. 
Patrents should be advised: 
. that antrbacterial dru be used to treat bacterial infections. They do not treat 

viral miections (eg t: 
s including TEQUIN should onl 

t 9 common cold). When TEQJN is 
should be told thkaithough it is common to feel better 89 

rescnbed to treat 8 bacterial infection, patient9 
Iffi, I” the course of therapy, the medication should 

be taken exactly as directed. Skipping doses or not completin 
the effechveness of the immediate treatment and (2) increase 8,’ 

the full course of therapy may (1) decrease 
e kkelrhocd that bacteria will develop PBSIS- 

tance and wrll not be treatable by TEQUIN (gatrfloxacin) or other anbbactsrial drugs in the future; 
l that TEPUIN may cause changes in the electrocardiogram (OTC interval prolongation): 
l that TEQUIN should be avorded in patients receiving class IA (eg. quimdine, procainamida) cr Cla99 Ill (eg. 

amiodarone. sotsloll antrarrhvthmic actants: 

Nuralng Mother8 
Gatifloxacin is excreted In the breast milk of rats. It 19 not known whether thus drug is excreted in human milk. 
Because many drugs are excreted in human milk. caution should be exercised when gatifloxacin is administered 
to a nursing woman. 
Pedlatdc Use 
The safety and eifeztivene9s of gatiioxaci” in p&at& populati~ls (~18 y” of age) have sot been satabrshed. 
Quinolones, including gatifioxaom, cause arthropathy and osteochondroto*crty I” juvemle anmtals (rat9 and dogs). 
Gerlabk Us9 
During the postmarketing period, serious dsturbances of glucose homeostasis have bee” r’apotied I” 
elderly 

P 
ents bwn treated with TEQWN (satifloxaci”) (sse WARNINGS, PRECAUTIONS: Drug 

Interact one and AN&AL PHARMACOLOGY).  
In muitiplsdose clinical trials of gatifloxacin (n= 2881 
275 years of age. No overall differenozs in safety ore fll 

22% of patients were 265 year9 of age and 10% were 
oacy were observed in clinical tnal9 between these sub- 

j&8 and ou” 
between t e et K I 

er subje& and other reported cillfcal experience has not idenbfisd dlffersnces in responses 
edy and younger patlents, but‘grestersensitivity of someolder indivkfuais cannot be ruled out. 

This drug is know” to be substantially excreted by the kidney, and the risk of toxic reactmns to this drug may 
be greater in patients with impaired renai function. Because elderly patients are more likely to have decreased 
reMI function, care should be taken in dpse selection, and it may be useful to monitor renal iunctmn (see 
DOSAGE AN0 ADMINISTRATION). 

+ that TEQUIN should be used’with oar&n in subjects reoemng drugs that affect the QTc interval such a9 CC 
apride. erythromycin, antipsychotics, ard tricyclic antidepressants; 

l to inform their physicians of any penonal or family history of QTc proiongatiMI or prCsr!hythmlC Condit iOnS 
such as hypokalemia, bradycardia. or recent myocardii ischemia: 

l to drscontinue treatment and contact their physician if symptoms of peripheral neuropathy including pain. 
burning, tinglmg, numbness and/or weakness develop; 

l that disturbances of blood glucose inckrdmg symptomatic hyper- and hypogtycemia. have bean reported 
wkh TEQUIN. usually in diabetic paiients or in patients at risk for hyperglycemia. If a hypoglycemic reaCtiOn 
or symptoms of hyper 

91. 
lycemia occur, pabents should initiate ap ropriate therap 

TEQUIN, and contact t err phyalcran (see CLINICAL PHARMA c8 x LOGY and WA 
immedrately. diswntinue 
NINGS); 

l to inionn their physician of any other medrcations when take” concurrently with TEQUIN, iirduding Over-the- 
counter medicatrons; 

l to contact their physician If they experience palpitation9 or fainting spells while takmg TEQUIN; 
l that TEQUIN Tablets may be take” with or without meals; 
l that TEQUIN Tablet9 should be take” 4 hours before any aluminum- or magnesium-based antacids (see 

PRECAUTIONS: Dnm Interactions); 
l that TEQUIN Tablets should be taken at least 4 hours before the administration of fenous sulfate or dietary 

supplements containing zinc, magnesium, or iron (such a9 multivitamins) (see PRECAUTIONS: Dn~g 
Interactiona): 

l that TEQUIN should be take” 4 hour9 before VlDEXe (didanosme) buffered tablet9 or pediatric powder for oral 
solution; 

l to drscontmue treatment; rest and refrain from exercise; and inform their physician if they experience pain, 
initammatton. or ruoture of a tendon: 

. that TEQUIN may oause doziness and l ightheadedness, therefore, patients should know how they react to 
this dmq before they operate a” automobrle or machinery or engage in activities requiring mental aiedaeS9 or 
coord&o”; 

l that phototoxicity h?s been reported in patients receiving certein uinolones. There was no phototoxicity seen 
with 
or a d 

aMloxacin at the recommended dose. in keeping with goo a medical practice, avoid excessive sunlrght 
ficlal ukraviolet I 

li: 
beds) if sunburn-like reaction or skin eruphons occur, contact their 

physician (sea CLINIC 
ht (eg, tann’ 

PtiARf+sAC 1OGY: Phbtosenshivity Potentfall: “%  ’ 
l that ConVulsions ha6e been reported in patif#nt9 receivmg quinolones. and they should notify their phystclan 

before taking this drug if there is a history oi,this condiiion. 
D  Inter&km9 
TEXIN (gatifloxacin) oan be take” 4 hour9 before ferrous 9uifate, dietary supplements ccntaining zinc, 
magnesium, or iron (such 88 multivitamins), M  afuminum/magaesium-containing antacids without any signibant 
phannacokfnetk intenactiorro (see CLlNfGAL PHARhUvQOLOGY).  
Milk, calcium Wrbonate, olmetidbe, theo&llinfr~~ watfsrln, or mldazolam: No skmkicant mteractions have 
been observed when administered concomit+y wrth TEQUIN. No do9 
these drugs are administered concomttantly with TEQUIN (see CLINICAL “$ 

e adjustments are necessary when 
HARMACOLQGY).  

Antfdlnbetk agents: Pharntacodymantfc changes in glucose homeostasis have been see” with concoml- 
tant glyburlde use. However, no sign#k!snt Pha”t?aaokinetic interactions have bee” observed when gly- 
burtde was administered concomitantly wkh ‘l‘EQUlN (see CLINICAL Pi iAREAAcoLQGYz Gluoose 
Hmneostssis and WARNINGS).  
Digoxin: Concontitant administration of TEQUIN and digoxin did not produce signibant alteration of the 
phamtacokinetics of gatifloxach; however, a” increase in digoxin concentrations was observed for 3 of 11 
subjects. Patrents taking digoxin should therefore be monitored ipr sfgns and/or symptoms of toxicity. In patrents 
who display signs and/or symptoms of digoxki intoxkation, serum d’ ox,” concentration9 should be deter- 
mined, and dioxin dosage should be adjusted as appropriate (see CLI 8 ICAL PHARMACGLOGY).  
Probenecfd The s stemilc exposure of TEQUIN is 9i nificant 
tion of TEQUIN andlprobeneoid (see CLlNlCALPW~MAHA00~OGYi.  

increased following the concomitant admmistra- 

Warfarim In subjects raceiving warfarm. no si&iflqant change ln clotting time was observed when gatiffoxacin 
was ooadmlnietered. However, because come $ulnobnes have bee” reported to enhanoe the effects of war&t” 
or it9 derivatives, pmthmmbin time or other suitable anucoagulahon test should be monitored clossly if a 
quinolone antimicrobial is administered with warfarie or its derivatives. 
NonstemMal anti-fnflammatmy drugs (NSA(Ds): Although not observed with gatifloxacm m  preclmical and 
clinical trials, the concomitant adminstration of nonslerordat anti-inflammatory dmgs with a quinolone may 
i”cresSe the risks ot CNS stimulation and oonjulsions (see WARNINGS).  
Laboratory Test fnteractt~ns 
There are no reported laboratory test rnteractioas. 
Carclnogenesb, Mutagenesis, Impairment of Fe&l 
BSC3Fl mice ven abflcxacin In thediet for 18 man 

%Qk 
t at doses wtth a” average intake up to 81 m  

T I 
g/da 

in malss and 8 m  g/day t” females showedno increases In neoplasms. These doses are spproxrma ty 0.1 
and 0.18 tkne9 the maximum mcomntended human dose based upon daiiv svstemic exoo9ure IAUCI. .-., _,... .-. -..-.. , .-, 

use of gatifloxacin in humans 
In genetic toxicity tests, gatiftoxacin ~88 not muta enic in several strains of bacteria used in the Ames test; how- 
ever it was mutagenic to Safmo&)a strain TAtOf Gat’fl I oxacin was rwgatrve in four in viva assay; that molud- 
ed dral and intravermus micmnuclew tests in &me, an oral cytog.e”etii test in rats, and a” oral DNA repair test 
in rate. Gatifloxacin ~88 pceitive m  in vfttt? en&hu+ationassa 
genetms as9a 8 in Chinese hamster CH 

s m  Chinese hamster V-79 cells and!” vrtro cyto- 

,rl 
&i U  o$!s. The9e fi “J trigs were not unexpected; s~m~lar fmdi 9 have 

been sem wrt “t other quinolones and may be due to the inhrbitory effect9 of high concentrahons on eu aryottc 
type II DNA topoisomarase. 
There were no adverse effects on fertility or reproduction in rat9 given gatifloxacin orally at doses up to 
2138 mg/kg/day (approxi~tely equivatent to the maximum human dose based on systemic exposurs IAUCl) 

ADVBRSE REACTIGNS 
Over 5080 patients have been treated with gatiflexacin in sihgle and muitiple-dose clinical efficacy Ws woddwide. 
In getifloxacin stud& the ntajority of adverss reactions were described a9 mild in nature. Gatifloxacin wa9 drs- 
continued for adverse events thought related to drug in 2.7% of pa!imtS. 

gibl Drug-relstsd apverse eve”W  $as+etfied “p 
pabents reeeivmg getifioxam” m  smgle- an 

p probably,, or definitely related with a frequency St $3% 1” 
m&p e-dose clmmal trtabare a9 follows: nausea 8%, vagfnrt19 6%. 

diarrhea 496, headache 3%. diuinass346. 
In patients who were treated with either intraveno~ gatifloxacin or with mtravenoo3 fdlawed b oral therapy. the 
mcidence of adverse events was similar to the@ who r~eived oral therapy alone. Local I”) ‘don site ma&o”9 
(redness at inj9otlon site) were noted In 5% of,pabents. 
Additional drug-related adverse event9 (possibly, pmbabb. M  definitely relate considered olinicany relevant that 
occurred in ;lo.l% t9 ~3% of patients receiving gatl@xacR in single and mukm e-dose clinical Mai9 are a8 fdlows: ,s 

Badyas e Whole: allergic reaction, asthenig back pain, chest pain. chilk, face edema, fever 
Cem’iovescular Sjsfem: hypertension, palpitmkan 
~!@sr;ve Sysfem: abdominal pin, anorexia, comtipatio”, dyspepsra, i latukmce, gastriti”. glossit”, mouth 
ulcer. oral moniiia9is. 9tdmatfta vomittnu 
Metabolic/Nutrftio”al System: hypergtycemkt, peripheral edema. thirst 
Musculcskefet9/ Svstem: arthraloia. le4 cram0 
Nervous System: abnormal dream,‘~~tation,‘anxisty, confusion, msomnia, “ervous”e99, paresthesia. som- 
nolenoe, tremor, va9cdil9taton. vertigo 
Respiratory System: dyspnea, phaiyngitii 
SkMA@%ndages:  dry skin, pmritu9, rash. swsabng 
Speclsl Senses: abnormal vision, taste perversion, thnrtus 
Llmge”#ai System: dysuria 



Addlticnal drug-related adverse events considered clinically relevant that occwed in 4.1% (rare adverse events) 
of patients receiving gatiflcxacin in smgle- and multipledose clinical trials are as follows: abnormal thinkii, alcohol 

Gmpahbk inbevenws sc!lu%m Beoarau, a hy@cnic eoluticn results, Water for Injection should not be used as a 
mtcbrance, arthntk+, asthma (bronchoepasm), ataxia, bone pain. bradyoatiie, .breaat pain, cheilii, oolii, 

diktant when preparing a 2 rne/mL ec&Uon horn the concenbated solution of gatflcxadn (10 mg/mL) (see 
convulsion, cyanosis, dsparso&iiton, depressIon, diabetes meliitus, dysphagia, ear pain, aochymo#a, edema, 

PREGAVIIONS). Any of the following intravenous ecltdfons may be ussd to prepam a 2 ms/mL gat#oxaoin s&&ix 
eplstaxis. euphoria. eye pawn, eye phctcsenstiity. gastmintastinal hamcrthage, generauzed edema, gingivitis, 5% Dexlrcse fnjacticn, USP 
halitosis, hallucination, hematemesis, hamaturia, hostility. hypereethesea, hypertcnia, hyperventilabon. 0.9% Sodium Chloride lnj&ion, USP 

ycemia, lymphadencpathy, maculopapular rash, mebcnhagra, migraine, mouth edema, myalgfa, myaathe 5% Dextrose and 0.9% Sodium Chloride h-&&on, US? 
ok pain, panic attack, paranoia, paroamia, photophobia, psaudomembranouscoli if, psyohosis, ptcsis, rec- Lactated Ringer’s end 5% Dextrose Injeotkm, USP 

emcrrhage, stress, substernal chest pain, tachycardia, taste lose, tongue edema, vesiticbullous rash. 5% Sodium Bicarbonate Iniedlon, USP 
-4t;mtaw Chanaea Plasma-Lvte” 56 and 5% Dextrose Ink&on lfvtultiole Eleobolvtes and Dextrose Iniecticn. Tvoe 1. USPI -_-_.- ___, -__-__~-_ 
Ckmcally relevant changes in laboratory parameters, without regard to drug relationship, occurred in fewer than 
1% of TEQUIN-treated patients. These included the following: oeutrcpenia, increaeed ALTor AST levels, alkaline 
phcsphatase, bilirubin, sarum amylaee, and electrolytes abnormalkies. It is net known whether these 
abnormahties were caused by the drug or the underlying condition being treated. 
Postmarketing Adverse E&t Reports 
The fcllowing events have been reported dunng postapproval use of TEQUIN. F&cause these events are repoded 
voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or 
establish a causal relationship to drug exposure. 
Abnormal renal function (including acute renal failure), acute allergic reaction hcluding ansphylacti reaction and 
angioneurcbc edema, hepabtis. hypctension. increased International Normalized Ratio (INR)/pmthmmbin time, 
pancreatitls, severe hyperglycemia (including hypercemolar nonketobc hypergly+emia),,severe hypoglycemia 
(mcludmg hypoglycemic coma), Stevens-Johnson syndmme, synccpe, tendon nrpture, thmmbccytopenia, and 
torsades de pointes. 
OVERDOSAGE 
Gatiicxacin exhibits a Icw potential for acute toxicity in animal studies. The minimum lethal oral doses m rats 
end dogs ware greater than 2000 mg/kg and 1003 mg/kg, respectiieiy. The minimum lathat intravenous dose 
was 144 mgn(g in rats and greater than 45 mg/kg in dogs. Clinical signs obae~ed induded decreased actiitty 
and respiratory rate, vomiting, tremors. and convulsions. 
In the event ct acute oral overdose, the stomach should be emptied by inducing vomiting or by gastric &age. 
The patient should be carefuliy cbsarvad (including ECG monitoring) and given symptomatic and suppo!tlve 
treatment. Adequate hydration shoukl be maintained. Gatiflcxacin is not efficiently removed fmm the body by 
hemodialyeis (approximately 14% recovered over 4 hours) or by chrcmc ambulatmy peritoneal dialysis (CAPD) 
(approximately 11% recovered o”er 6 days). 
DOSAGE AND ADMlNlSTt?ATlON 
The recommended dosage for TEOUIN (gatifloxacin) Tablets cf TEQUIN injection is described in Table 4. Doses 
of TEQUIN are admmistarad once every 24 hours. Thssa recommendations apply to allpatients Wdh a creati- 
nine clearance 240 mUmin. For patients with a creatinme clearance ~40 mUmin, see the Impaired Renal 
Function subsection. 
TEQUlN can be adminIstered without regard to food, including mi& and dietary supplements conta!ning calcium. 
Oral doses of TECUIN should be admintstered at least 4 hours before the administration of ferrous sulfate, dietaly 
supplements containing zinc, magnesium, or iron (such &s multivitamins), aluminum/magnesium~c~~ining 
,$aoids, or VIDEX” (didanasine) buffered tablets or pediatric powder for oral sckitibn. 
TEQUIN can be administered without regard to gender or age (rl6 years). Ccnsideration shouid be given to the 
possibilii that the elderly may have ‘mpaired renal function (see PRECAUTIDNB GeriMc Use). 
when &tohmg from &ave&us to oral dosage administration, nc d&age adjustment is necessary. Patients 
whose theraov is started with TEQUIN lnieoticn mav be switched to TEQUIN Tablets when cknioallv indicated at 
the discrebdn’cf the physictan. . 
TEQUIN Injection should be administered by INTRAVENOUS infusion only. It is not intended fcr intramoeculw. 
intrathecal. intraperkcneal, 01 subcutaneous admioistrabon. 
single-use vials require dilution prior to adm~n&aticm (Sea Prepyaacn ofGetir?cxsul forffZrevenous Admimsttation.) 
TEOUIN Injection should be administered by intravenous infusion over a period of 60 minutes. CAUTION: RAPID 
OR BOLUS INTRAVENOUS INFUSlON SHOULD SE AVOIDED. 

Table 4: Gatifloxacin - Doaaae Guidelines 

Endocervlcal and Rectal Gonorrhea in Woman I 
a Due to the designated pathogens (se+ INDICATIONS AND USAGE).  
b For either the cral or intravenous r&es of admlnietrstion for SEQUIN (see CLINICAL PHARMACOU)GV).  

Impaired Renal Functfcn 
Smce gabfloxaoin is eliminated primadly by renal excretion, a dosage modifioation cfT!ZQUlN is recommended for 
patients with creatinins clssrance i40 mUmIn, includmg patients on hemodiiysls and on CAPD. The 
recommended dosage of TEQUIN (gatiflcxacin) IS: 

Table% Recommended~of~WlNinAdultPatien*rwithRenallmDIlimwnt 

creatlnine Clearance initial Dose Subsequent Qos@ 

240 mUmIn 4mmg 400 mg *“sly day 
~40 ml/mm @Jmg 200 mg every day 
Hemodialysis wmg 200 mg every day 
Continuous pantoneal dialysis mwl 2M) mg e”eiy day 
a Start subseauent dose on Oey 2 of dcsmg. 

Administer TEQUIN after a dialysis se~~!cn for patients on hemcdialysis. 
Smgle 400 mg doss TEQUIN regimen (for the treatment of uncomplicated unnaty tract infecbcns and gontiea) 
and 200 mg cnce daily for 3 days TEQUIN regimen (for the treatment of unccmplicated urinary tract infections) 
require no dosage adfustmant !n patients with impaired renal function. 
The following formula may be used to estimate creatimne clearance: 
Men: Creabnine Clearance (mUmin) = Weight (kg) X (140 -age) 

72 X swum creatinine (mg/dL) 
Women: 0.65 X the value calculated for me”. 

Chronic Hepatic Dieease 
No adlustment in the dosage of TEQUIN is necessary in patients with moderate hepatic impairment(Child-Pugh 
Class 6). There are no data in patients With severe hepatic impairment (Child-Pugh Clsss C) (see CLINICAL 
PHARMACOLOGY).  

cue Adminfetreticn 
on of Gat#lcxach fcrlntmvencus Admimstrahon 

AUIN scluhcn in single-use vials: TECUIN lnjeotii is supplied in single-use 40 mL vials (10 me/ml) 
contaming a ccno-entrated sdutton of gatiflcxacin in 5% dextrose (400 mg of gatifloxacin) [see HOW 
SUPPUED]. THESE TEQUIN INJECTION SINGLE-USE VIALS MUST BE FURTHER DLUTED WlTH AN 
APPROPRIATE SOLUTlON PRIOR TO INTRAVENOUS ADMINISTRATION. The ooncentration of the resulting 
dllutad solution should be 2 mg/mL prior to admmistration. 

WSScdikn Lactate injecti&?, USP . 
. _ 

Getilloxacin solutiorrs at 2 mg/mL also have been shown to be compatible with 20 &q/L Potassium Chlwlde 
in 5% Dextrose and 0.45% Sodium Ghioride Injactfon, USP. 
This intravenous drug product should be inspected v’Kiually for particulate matter prior to dilution and admlms- 
tratlon. Samples containing visible particles should>be discarded. Since no preservative cf bsctarioatatic agent 
is present in tfris pmduc$ aseptic teohnlquameat be used in pceparaticn of the final ir&avenous eoltiin. Since 
the vials 8r8 for sin&-use cnlv. anv unueed ~ortiin remaininc in the vial should be discarded. 
Since only limited data are a&lab& on VW &rnpatibifity of ~attfloxacin lntravencus injection with other intra- 
vencus substances. additives or other medicetlcns should not be added to TEQUN ~catifkxacinl Infection in 
single-usevials or l&used simultaneously throllgh the same intravenous line. 

, , 

If the same intravenous line is used fcr sequeatial infusion of different drugs, the line should be flushed before 
and after Infusion of TEQUIN Injection with an~infuakxt solution compatible with TEQUIN Injection and with any 
other drug(s) administered via this ccmmon @e. 
if TEOUIN lnjaction is to be given ocnoomitan+y with another drug, each drug should be given separately tn 
accordance with the reccmmended dosage ati route of admlnistrabon for each drug. 
TEQU/N /njec#cn ptmix in sing/e-use #ex& containem: TEQUIN Injection IS also available n ready-to-use 
100 and 200 mL flexible bags containing a @de solution of 200 cr 400 mg gatiflcxacin In 6% dextmse. 
NO FURTHER DILUTION OF THIS PREPARATION IS NECESSARY. 
This intravenous drug product should bi inspected visually for patticulate matter pncr to administrabcn. 
Samples contalnlng visible particles should bedhoarded. 
Since the premiiz flexible bags are for single usa only, any unused portion should be diicarded. 
Since only limited data are availeble on thb compatibility of gabfIcxactn intravenous Injection with other 
intravenous substances, additives or dther medications should not ba added to TEQUIN lnjeotkm in flexible 
containers or infused simuitanecusly through the seine intravenous line. If the same intravenous line is used for 
sequential infusion of different drugs, the Inazahctdd be flushed before and after Infusion cf TEOUIN lnjeotion 
with an infusion solution compatible with TEQUIN lnjeotion and with any other dru&e) adminIstered via this 
common line. 
Jnstrucficns for the use of 7EQUlN @afi&xsci~ in 5% dewtrosej lnjscticn pmmix in #exibfe containen: 
To open: 
1. Tear cuter wrap et the notch and mmcvesolutlon container. 
2. Check the contamer for minute leaks Ly squeezing the inner bag fiily. If leeks are found. or if the seaI is 

not intact, discard the solution. as the st&ktymay be comprcmlsed. 
3. Use only if solution Is clear and liiht yellow to greenish-yellow in color. 
4. Use sterile equipment. 
5. WARNING: Do not uee flexible containers in series connections. Such use could result in eir embolism 

due tc residual air being drawn from thti primary container before administration of the fksd from the 
secondary conteiner Is complete. 

Preparation for administration: 
1. Clcsa flow ccatrcl clamp of administration set. 
2. Remcve COV(K frcm port at bcttom of co@ainer. 
3. Insert piercing pin of administration set inic pwt with a twiibng motion unbl the pin is firmly seated. 

NOTE: See full dteotlons on fxfmlnistntion set carton. 
4. Suspend o&ainef from hanger. 
5. Sq&ze and release drip chamber to establish proper fluid level in chamber during infusion of TECtUlN 

lnjectipn premix in flexible containers. 
6. Open flow contrd clamp to expel airfroni sst. Close clamp. 
7. Regulate rete of administration with flow oontfcl clamp. 
Stability OF TEWIN ln]eCt@o 8s Suppried 
When stored under recommended ccndiiins. TEQUIN Injection. as supplted in 40 mL vials and in 100 mL and 
200 mL flexible containers, is stable through the exDira6cn data u&ted on the label. 
St&My of SEQUIN Jnjeoticn FoXowing D//&icn 
TEQUIN Injection. when diluted in a competibl&intmvencus fluid to a concentration of 2 mg/mL, is stable for 14 
days when stored between 2O’C to25”C cf wlten atdred under refrigeration between 2°C to 8°C. 
TEQUIN Injection, when diluted to a ooncentrtiion of 2 mgAnL in a compatible intravenous fluid EXCEPT FOR 
5% SDDIUM BlCARBONATE lNJ!ZCTlON, USP, may be stored for up to 8 months at -25°C to -1o’C (-13’F to 
14’FJ. Frozen solbtions nay be thawed at cot?trcllad room temperature. Solutions that have been thawed are 
stable fcr 14 days aftw removal from the freezer when stwed between 20°C to 25°C or when stored under 
refrigeration between 2°C to 8°C. Solutions shouldnot be refrozen. 
HOW SUPPLIED 
Tablets 
TEQUUIN” (gatiflcxacin) Tablets are available as 2@l mg and 400 mg white. hlm-cQated tablets. The tablets 
ere almond shaped and biionvex and contain gatiiovacin sesquihydrate equivalent tc either 200 mg of 4W mg 
gatiflcxacin. 
TEOUIN Tablets are packaged in bottles, unit dose blister strips, and multidose blister packs of 5 tablets 
(SEQUIN Teq-Paqn”) in the following configurations: 
;,“xablets - CC~M: white; shape: biconvex; debossing: “EMS” cn one side and ‘IEQUIN” and “200” on ..- II .-.. 

Bottles of 30 (NDC 0015.1117-50) 
Blister paokof lOO(NDC 0015-1117-80) 

EcT&yblets - cclct: white; shape: biconvex; debcssing: “BMS” on ona side and YIEQUIN” and “400” on 

Sottles of 50 (NDC 0015-1177-80) 
Bkster pack of 100 (NCC OOiC1177-60) 
Carton of BTEDUfN Teq-Paqs”” (5 tablet@eaob) (NDC 0015-1177-21) 

stcrage 
Store at 25°C (77°F): excul~~ions pemxttad tc lb to 3O’C (59’ to 86’F) [see USP Ccntmllsd Room Temperature]. 
lntrevenous Solution-Single-UseVials 
TEGUINQ (gatiftoxacin) Injection is available fc# lnWavenous administratton in the following configuration: 
Sin &se vials containing a clear, light yellow tc greenish-yellow solution at a concentration of 10 mgImL 
gatLcln. 

10 mg/mL (400 mg), 40 mlvials @DC 00$5-1179-80) 

Intravenous Solution--premixBags 
TEQUINQ (gatifbxadn in 5% dextrose) Injection Is available in ready-to-use flexible begs containing a dilute 
solution of 2W mg or 400 m 
Labcratories In North Chicago, P 

of gatifloxarjn in 5% dextrose. Premix bags are manufactured by Abbott 
L. 

2 mglmL (200 mg), 100 mL flexible container (NDC 0016~1160-80) 
Caton of 24 (NbO 0015-l 180-79) 

2 mg/mL (400 mg). 200 mLflexible container (NDC 0015-1181-80) 
Carton of 24 (NDC 0015.1181-79) 

Storage 
Stcre at 25°C (774): excursions permitted to 16’ tc 3O’C (59’ to 86°F) [see USP Controlled Room Temperature]. 
Do not fmeze. 

‘p?~&~-&$@~ registered trademark of Baxter Intamational, Inc. 



ANIMAL PHARMACOLOGY 
In three animal species (rats, beagle dogs, and cynomolgus monkeys) given oral gatifloxacin doses 
approximately 1 .O- to 19-times the approved human dose (based on body surface areal from one to six months, 
electron microscopy showed veslculation of rough endoplasmic reticulum and decreased secretory granirles in 
pancreatic O-cells of all three species. These ultrastructural changes correlated with vacuolatfoo of panoreatio 
&cells seen by light mmusoopy in dogs given a dose level for one or six months that was approximately equiv- 

t to the human dose (based upon body surface area and pbsma AUC). Following a O-week recovary perk?d 
out gatifloxacin. partial recovery from these pancreatic changes was seen in the rat, and wmpfete recovery 

, evident I” beagle dogs and cynomologus monkeys (see WARNINGS and CUNICAL PHARMACOLOGY).  
In contrast to some other quinolMle antibaoterials. there was no evidence of phototoxiciiy when gatifloxech we 
evaluated in the hairless mouse or gumea Dig models usmg simulated sunlight or UVA radiation, respectively. 
Unlike some other members of the qus’mlo~e class c&alluria, ocular toxicity, and testicular degeneration 
were not obsenred in B-month repeat dose studies iith rats or dogs given gabfioxacin. 
While some quinolone antlbaoteriels have proconvulsant activity that is exacerbated with concomitant use of 
nonsteratdal antI-mflammatory drugs (NSAIDs), gatifloxacin did not prcduce an inorease in sefzure atiifty when 
administered intravenously to mice at doses up to 1W mgikg in oombinatian with the NSAID fenbufen. 
Puinolone antibacterials have been shown to cause arthropathy in immature animals. There is no evidence of 
arthropathy in fully mature rats and dogs given gahfloxacin for 6 months at doses of 240 or 24 mg/kg. respeo- 
tively (approximately 1.5 times the maximum human dose in both species based on systemic exposure). 
Arthropafhy and ohondmdyeplasia were observed in immature dogs given 10 mg/kg gatiffoxaofn orally for 
7 days (approximately equal to the maximum human dose based upon systemic exposure) [see WARNINGS]. 
The relevance of these findings to the clinical use of gatifloxacin is unknown. 
Some members of the quinolone c&a have been shown to cause pmlongatiqn of the QT interval in dogs. 
Intravenous 10 mgikg bolusdoses of gaiifloxacin had no effect on (IT interval in anesthetized dogs. 

CLINICAL STUDIES 
Community-Acquired Bacterial Pneumonia and Community-Acquired Pneumonia Due to Multktrug~ 
Resistant shepfocoows pneumonfae (MORSPj 
Clinical efficacy of gatifloxaoin in the treatment of community-acquired bacterial pneumonia (CAP) was evacu- 
ated m two non-comparative Phase II/Ill studies and three Phase Ill studies comparing oral TEQUIN to oral clar- 
tihmmycin, TEQUIN N/oral to levofloxacin IV/oral, and TEQUIN IV/oral to ceftriaxone IV (t/-erythmmyoln IV) with 
step-down to oral clarithmmycin. Success rates for clinically evaluable patients with a bacterial pathogen 
isolated at baseline (see INOlCATfONS AND USAGE) ranged from 68% to 90% for TEQUIN-treated patients. 
Success rates were not statistically different from comparator therapy. 
Gattfloxacm was also effective for the treatment of communlty-acquired pneumonia caused by muitklnig 
resistant Streptococcuspneumoniae (MDRSP? isolates. Of 27 clinically and mkrobfologically evahrable patients 
with MDRSP isolates obtained prtmanly from post-marketing &dies of patients with CAR 100% achieved clib 
~cal and baotenological success post-therapy. The clinical cure rates and bacteriological success rates are 
shown III the table below. 

‘Multidrug-resistant .Sfmpfoccccus pneumoniae (MDRSP) includes iwlates prwiausly known as PW (penicillire 
resistant Streptocowus pnewnniae) and are strains rwstard to two or more of the followng antibialicez panicillln (MIC 
2 2 pgmt.). T germratiw cephalospor~ns (eg. Cetumx~meJ, macmlides, tewacyoWs, and tnmsthc@W~efbwzole. 

Table 6: Clinical and Bacteriologlcal Success Rates for Gatifloxacin-Treated MDRSP CAP 
Patients (Population: Valid for Efficacy) 

Screaning Susceptibility Clinical~~cess Sacteri0l0~~l Suecasa 

Pemcillin-resistant IO/l0 (100%) lo/l0 (100%) 
2n generatIon cephalosporin-resistant’ 13/l 3 [loo%) 1303 (100%) 
Macrohde-resistant*’ N/24 (1 CO%) 24/24 (100%) 
Trimethopnm/sulfamethoxazole-resistant 12/12 [lM)%) 12/12 (100%) 

~acychne-resistant 14/14 ( lcO%) 14/14(100%) 

’ : i = number of pabents successfully treated; N = number of ctmlcaliy evaluable patients with MDRSl 
(from a total of 27 patients). 

b n = number of patients successfully treated (presumed eradication or eradication); N = number of 
mlcroblologically evaluable patients with MDRSP (from a total of 27 patients). 

’ Td generation cephafospon‘n tested with cefumxime. 
** Clarithromycm and erythromycin were the macrolide anlimicrobials tested. 1 

Not all isolates were resistant to all anbmicrobial classes tasted. Success and eradication rates are summarized 
in the table below. 

Table 7: Clinical Success and Bacteriological Eradication Rates for Gatifloxacin-Traated 
MDRSP CAP Patients (Population: Valid for Efficacy) 

~gpgD~p~s pneumoniae 

Resistant to at least 2 antimkxobials 
Resistant to at least 3 antimicroblals 
Resistant to at least 4 antimkzmbfals 
ResIstant to at least 5 antlmicrcbfals 
Bacteremfas with MORSP 

Clinical 
Succees Rata 

12/12 (lW%) 
12/12 (100%) 

212 (100%) 
l/l (100%) 
3/3 (100%) 

Sactarialogical 
Eradication Rate 

12/12 (100%) 
‘2&W&~’ 

l/l (100%) 
3/3’ (100%) 
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2. National Commrttee for Cl&al Laboratory Standards. Petiormenc8 Slarrderds for Antimkrobial Disk 
Susceptibr/rty Tests - Eighth Ed&Ion; Approved Standard, NCCLS Docuhent M2-A9, Vof. 23, No. 1, 
NCCLS, villanova, PA, January 2003 

Patient Information About: 
TEQUIN* (gatiftoxacin) 
200 mg and 400 mg Tablets 
Th&s section contains important information about TEQUiN that you should read before you begin treat- 
ment. This saobon does not list all the benefits and risks of TEQUIN and does not take the place of 
d!scusstons with your doctor M  healthcare profeeslonal about your medical condition or your treatment 
If you have questions, talk with your healthcare professional. The medicine described here can on[y be 
prescribed by a hcensed healthcare professional. Only your healthcare professional can determine if 
TEQUlN is right for you. 
What is TEGUIN? 
TEQUIN @renounced TEK wm) is an antibiotic used to treat lung, sinus, skin, or urinary tract infeCtiOnS, 

also to tmat certain sexually transmitted diseases caused by germs Called bacteria. TEQUIN kills 
y of the kindsof bacteriathat can infect the lungs, slnus. skin, and urinary tract and tt!at cause. certain 
lally transmitted diseases. TEQUIN has been shown in a large number of clinlcal trtels to be safe and 

*;rctive fw the treatment of bacterial infections. 
Sometimes viruses, rather than bacteria, may infect the lungs and smusee (for example, the oommon 
cold). TEQUIN, like all other antibiotics, does not kill “1R1aes. 
The sexually transmitted disease called gonorrhea is treated by TEQUIN. Other diseases called syphilis 
or non-gonococcal disease are not treated by TEQUIN. 

You should contact your doctor If you thfnk your condition Is not improvcng while taking SEQUIN. TEQUIN 
tablets are v&e and contain either 2W mg or rKx) mg of active drug. 
How anckwhsn should I take TEDUIN? 
TEQWN should be taken once a day fof t to 14 days depending on your preecrfptfon. It should be 
swallowed whde and may be taken with or without food. TRY to take the tablet at the same time each day. 
You may begin to feel better quickly: however, in order to make sure that all baotena are kIlled, you should 
complete the fufl course of rnedloatfon. Do not teke more than the prescribed dose of TEQUIN. Ty not to 
mlsg adoee, but if you do, take It as ~00” asmlble. Bit is almost time for the neti dose, skip the missed 
dose and onntinue your regular dose. 
Who should not take TSQUIN? 
You ah&d avcld TEQUIN (gatifloxaoin) If you have ever had a severe allergic reaction to any medszlne 
in the group of antfMoUcs known as Uq&o~nes” such as CIPROB (clpmfioxacln) or LEVAQUIN” 
(levcfioxacin). 
You should avoid TEQUINlf you have a rate pondftion known as con&tai prolongation of the QTc interval. 
If any of your family members have this ~oul~ti~, you should Inform your healthcare professional. 
You stmtkl avoid TEQUIN if you are being treated far heart rhythm disturbances wfth certain medicrnes 
such as quinidme, prooalnamlde, amiodarone, or aotalol. f&m your healthcare professional if you are 
taking a heart rhmm drug. 
You shouti avoid TEQUIN if you have a rxxdltkm known as hyfmka~emia (low blood potassium). 
H~kalemia may be caused by medicines gilled diuretics such as furosetide and hydr~omthlazlde. 
If you are taking a dluretfc ycu should spe& with your healthcare professional. 
If you are pwnant OT planningto bacoms pregnant whlie taking TEQUIN, talk to your d&or b&we tak- 
ina this medication. TEQUIN Is not recommended for use durim -nancv or nursina. as the effects on 
t& unborn chlkl or nurefng fnfant,are unkn&vn. 

-. - . -. 

TEQUIN Is nd recommended for children. 
What about other medications I am *IkinB? 
It is important to Y your h&hcare provider know ail of the medidnes that you are using. 
l It is impqtant to let your healthcare provider know if you are taking certain medicines that can have an 

effect on an eleotrocardiogram test, Such Bs &apdde, erythmmycln, some anttdepessants, and some 
antfpsychotfc drugs. 

l You should tell your heaftttcare professional if you are taking medicines called diuretics (also sometimes 
called water pills) such as furoeemide andhydmchlorothiazfde. because diuretics can sometimes cause 
low potassium. 

l If you have diabetes, fl is important to lef your 
and what rrmdlcatlons you are taking for it. 

healthcare provldex know that you have this condition 

l Many antacids and muftivitamine may Interfere with the absorption of TEQUIN and may prevent tt from 
woddng properly. You should take TEQIJIN 4 hours before taking ttiese products. 

What am the posstble side effects of TEQtJIN? 
TEQUlN la aenetallv wefl tolerated. The most ~xnmon side effects that can occur while taking TEQUIN 
are usually -n&l arid include nausea, vomitfhg, stomach pain, diarrhea, d&mess, and head&he. You 
shwld be carefui about d&in@ or opa?atin@ machinery until you are cure TEQUIN does not cause 
dlzzfnesr If you notice any s!de effects not mentioned in this section or if you have any questlcns w oar+ 
cems aboutthe side effects you are exp%df#&@, please discuss tham with your heafthcare professional. 
In a few people. TEQUIN, like some other a&f&ice, may produce a small effect on the heart that is seen 
on an eleotmcardfogram feet. /Ulhough thlpdfd not cause any problems in patients v&o took TEQUlN in 
premarketfng clinical trials, in them-y, ft could re,ault In extremely rare cases of abnormal heartbeat, which 
may be dangerous. Contact yaw healthoare pmfesslonal if you develop heart palpitations (fast beating) 
or have falrltlng spells. 
Olstufbanoes of blood sugar, In&ding hi* blood sugar (hypergfycemia) and low blood sugar (hyp+ 
glycemia), have been reported wtih TEQLJIW in dlabattc patients. Bdedy patients with adcktional me&al 
problems or taking additional medioatioos may&o be at risk for high blood sugar. tf you develop low 
blood sugar whife on TFXZJIN, you should take’lmmedlafe measures to increase your blood sugar, stop 
taking TEQUIN, and mntaot your heafthcarb pMfea&nal at once. If yw develop high b&cd wgar while 
on TEQUIN, you should contact your healt+areprofeesfonal at once before taking additfonal TEQUIN. If 
you have diabetes.or suspect that you maehave cilabetes, discuss how to detect changes in your blood 
sugar with your healthcare professional at $+I?“” before takfng addItional TEQUIN. 
Where can I get more lnformatkm about TEQUIN? 
This section is a summary ot the most important h&m-&on about TEQUIN. It do+s not mclude every- 
tbfng there is to know about TEQUIN. If you have any questions or problems, ycu should talk to your 
doctor or healthcare provider. There Is a&a leaflet (Paoka@e Insert) written for healthcare professionals 
that your pharmacist can let you read. You may want to read this information and discuss it with your 
doctor orheafthcare professional. Remember, no written information can replace careful diswsskm with 
your dootor. 
Rmnembar 
l Take Your dose of TEQUIN onoe a day. 
l Complete the course of medication (take all of the pills) even if you are feeling batter. 
l Do not use TEQUIN for another condltlon of give It to others. 
l Store TEQIJIN tablets at mom tempe&m in a tightly sealed cartamer. 
l Throw away TEQUIN when it is outdated OT no longer needed by Rushing it down the torlet. 
l Keep this and all medlca$ons out of reach of children. 

CIPRO” (dpmfloxacin) is a registered trademark of the Bayer Corporation. 
LEVAQUlN* (levo#oxacin) is a registered trademark of Ortho-McNeit Pharmaceutioal, Inc. 

Brist+Myers Squibb Company 
Priocei~n, NJ 08543 U.S.A. 

Revised Novenhr 2004 
117880DIM-20 

LlCenSed fro& Kyorin Pharmaceutical Company, Limited. Tokyo, Japan. 


